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http://www.imdrf.org/meetings/meetings.asp
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PMDA-ATC Pharmacovigilance Seminar 2019M e flIE SR EMIC DLV TITFEEURLESBIZELY,

http://www.pmda.go.jp/english/symposia/0137.html

English translations of review reports
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http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information

FERALOFEOHETFICRAYSLHTELTLBAIRIESR (FR 3049 A 28 H)
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WEERRNBE (R 3049 A 28 A)

http://www.pmda.go jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0158.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0332.html
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0332.html

M Pharmaceuticals and Medical Devices Agency, Japan


http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/risk-communications/0001.html
http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0158.html
http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0332.html
http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0332.html

PMDA Updates 10 A& 4 R—=

Events
PMDA MERE-(EBMEFTELTLDELERSH

AR 2% RSB
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11 B 12-16 A PMDA-ATC Medical Devices Seminar 2018 -
11 B 26-30 H PMDA-ATC GMP Inspection Seminar 2018 WA
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Reports from overseas
BNEBICHELTOWSBEN L, B TOFEZHETEALET .

Paediatric Committee (PDCO)TMH BHAD/NREZESEERED BN

EU TIX/MNREZESAIZEE T 5N 7 Bl (Regulation (EC) No 1901/2006) A¥ 2007 F£ LY EITELEY., /N
EELOBAREVAELTEHEVNSDERBENEAINTNVET, ZLT, EFEICIIARBRIOERKREFTE
H= 10 BELR—bBDRELGY, §&. NREERDHFTOILELEEEERLTLIENTRESN
TWET,

SHLEKRDF, 2018 4 6 AIZ EMA DFZERERD 1 DTH S Paediatric Committee (PDCO)IZEH
WT. BRO/NMNREFERBEERREZBN T IHEIMNRIToNEL-, BRTIE, BINEE->TNRRAESE
mDRAEBEFIEHYFEE AN, PMDA /NREFER WG, MHLW BEREAFILEL ST, EXERDRARE
BASTHIREDT—ARE -ZE2XMKET. FEPEEFAKRERREOHB AT T/ MNERAEERNFIA
TEORREEZD-DIZRIERREE LTS EZRALEL -,

NEAEEROD-_—XDIBEAECEEEDMFTA. TRET—2ORHEH LOEBRREIZEITHE
AAEGEICODVWTERGERXKBATE. /NEAEESRDFICH T2EBER HDISLELIRBH R
TEHEEEGIGEGYEL,
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Analytical Quality by Design IZBE8 3 20— avFADS N

KEZEF A (USP)IZ& B Analytical Quality by Design (AQbD) [ZEEF 5T —4av T 9 B 24~25 H
[CRAEShFELE ",

EEHOVUETEORFEEZRMITTITOZET, BRPIZHEZF/EY AL ELVST Quality by Design
(QbD) IMEZ AL, EELBHFAMEFS:E (ICH) -Q8 HARSA 2ICKYERNTIE 2006 FEITEAS
NFELT=, AQbD (L. QbD DERMLT TO—FEHEBERRICE L TIEINH LS5ETEHHA#THY. USP T
(% 2013 EMSZEBABTITONTNET 7, AQbD Tl SHEREICEATF I 14 HE (Analytical Target
Profile (ATP) ) R/ EL1-1&. HBREHORIIEEBREEZZF AV THRRMIZITL., REBRERICEZES
BEZ5ERZHEL-LT. AFDATEICHWSHBEHEEEDET T, FriizlZFESN=ENE
5, EMNICHBREEREITHEVSBSLEENTEY. AQD DB AIZKY, HERTE L HREE
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BETEHLHFINTUVET . KAT—U2 39T TIE, AQbD [T HREERDOUEMS.ATP ZED &
SHRBEREEHINENE, ERNGABINEBRINTUOEL
1) http://www.usp.org/events—training/workshops/enhanced—approaches—for—analytical-procedure—
lifecycle
2) http://www.pmda.go jp/int—activities/int—harmony/ich/0048.html
3) Lifecycle Management of Analytical Procedures: Method Development, Procedure Performance
Qualification, and Procedure Performance Verification. USP Pharmacopeial Forum 39(5), 2013.
4) Fitness for Use: Decision Rules and Target Measurement Uncertainty. USP Pharmacopeial Forum
42(2), 2016.
5) Analytical target profile (ATP): Structure and application throughout the analytical lifecycle. USP
Pharmacopeial Forum 42(5), 2016.
6) Analytical control strategy. USP Pharmacopeial Forum 42(5), 2016.

7) Proposed New USP General Chapter: The Analytical Procedure Lifecycle (1220). USP Pharmacopeial
Forum 43(1), 20173) http://www.uspnf.com/notices/removal—unii—-code—usp42nf37—online
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